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The poTenTial impacT of an opT ouT sysTem for organ donaTion in The uK organ donation occurs at a time of great emotional distress. The terminology and phraseology in this report are necessarily factual and might appear unsympathetic to those most closely affected by organ donation. This dispassionate reporting of events and outcomes should not be taken as disrespectful to deceased donors or their families, or to the amazing gift they make.
The poTenTial impacT of an opT ouT sysTem for organ donaTion in The uK
INTrODuCTION by THE CHAIr Of THE OrgAN DONATION TASkfOrCE
i am pleased to present the organ donation Taskforce's report on the potential impact of introducing an opt out system for organ donation in the uK.
during its discussions and engagement with academics, health professionals, members of the public, organ recipients, families of donors and faith leaders, the Taskforce has come across an enormous range of views and opinions on this matter, often strongly held. everyone, on whichever side of the opt in/opt out debate they stand, has engaged constructively. i am grateful to those who took the time to write to us, speak to us or engage in debate at public events for their contribution to our consideration of this finely balanced question.
The report itself is deliberately concise, but this should not disguise the wealth of evidence that has been accumulated and carefully considered since we began our work. Therefore we are making available, as a separate set of annexes to the report, all the background information and research that we have drawn on in reaching our conclusions.
finally, i would like to express my thanks to all the members of the Taskforce and its various working groups, and pay tribute to their humanity, knowledge, energy and commitment.
elisabeth Buggins cBe dl chair, organ donation Taskforce   3 The poTenTial impacT of an opT ouT sysTem for organ donaTion in The uK 1 A fINELy bALANCED QuESTION 1.1 The question of whether or not changing to an opt out system for organ donation is right for the uK is a finely balanced one, generating impassioned debate and a wide range of opinions.
1.2
When the Taskforce began its deliberations, members had a variety of views. By the end of the process a clear consensus had been reached, but only after an extensive range of evidence had been considered along the way, with much powerful and well considered opinion expressed on both sides of the equation.
1.3 everyone agrees that there is an urgent need to do something to help the thousands of people in need of transplants every year. it is clear that the current system is not doing enough to translate the high degree of public support for organ donation into actual donations of organs. This message came through particularly plainly at the events we held with members of the public.
1.4 on the face of it, several factors support a change to an opt out system.
1.5
The systematic review of research evidence commissioned by the Taskforce revealed an apparent correlation between high donation rates and opt out systems in countries around the world. however, the reviewers found that presumed consent alone does not explain the variation in organ donation rates between the different countries. many other factors affect donation rates.
1.6 in working with the public we found that the majority -around 60% -would support a change to an opt out system, as long as it was properly implemented to ensure that the rights of vulnerable groups were protected and there was sufficient information to back it up. This is consistent with previous surveys carried out by others.
1.7
The expert working groups set up by the Taskforce to consider the legal and ethical implications of changing to an opt out system advised that there are no fundamental legal or ethical barriers to introducing a 'soft' opt out system, in which, as a safeguard, family members would be consulted about donation.
1.8 on the other hand, we found considerable evidence highlighting the potential downside of such a move.
1.9
The clinical Working group heard persuasive arguments from health professionals about the potentially negative implications for clinical practice, especially the potential to damage the vital relationship of trust between clinicians caring for people at the end of life, their patients and their families. some intensive care staff in particular fear that a move to an opt out system would make critical care more difficult and could lead to some intensive care practitioners themselves opting out of participation in donation programmes. This would be disastrous for the future of organ donation in the uK since many of the recommendations made by the Taskforce in its earlier report, organs for Transplants, are dependent on the active support of intensive care practitioners.
1.10
The working group considering clinical implications also heard powerful evidence from recipients of organs who stressed their need to know that organs had been freely given by donors and their families, and from donor families who often find great comfort in being an active part of the decision to donate.
1.11 it became increasingly clear that it would be both complex in practical terms and also costly to put in place an opt out system that could command the trust of professionals and members of the public. There would need to be a significant and sustained communications programme to ensure that all members of society knew about the new system and what it would mean for them. real concerns were
The poTenTial impacT of an opT ouT sysTem for organ donaTion in The uK expressed about the security of information on an opt out register; this issue would need to be addressed by using a robust and secure iT system.
1.12
We heard support from members of the public and patients' groups for the principle of informed consent, and a perception that assuming consent from silence belongs to a more paternalistic era. some felt that an opt out system could be 'dehumanising'. given that current trends in healthcare place great emphasis on choice and responsiveness, this is an important consideration.
1.13 many people have reservations about a change to an opt out system, including some who are currently on the organ donor register (odr). some faith leaders we spoke to warned of the potential for provoking anti-donation feelings and even active anti-donation campaigning. We heard considerable concerns about the impact on some groups, for example those who might be less comfortable using the 'opting out' process. however, the Taskforce established that there is great willingness to donate under the present system, including within faith groups.
1.14 on balance, the Taskforce feels that moving to an opt out system at this time may deliver real benefits but carries a significant risk of making the current situation worse.
1.15 nevertheless, some clear messages emerged from our findings about priority action for improving consent rates for donation, the most striking of which was the need to address the extremely low awareness of the odr. if a person's name is on this register, 90% of families consent to donation, compared with a general consent rate of about 60%. There is a clear need to publicise the register and to make the process of registering easier and more widely understood.
other areas for development include the following:
• many people have fears or misgivings about organ donation based on misconceptions or 'myths' that need to be dispelled.
• We need to encourage people to talk about organ donation with their families and friends, as recommended in the draft nhs constitution.
implementation of the recommendations in organs for
Transplants is under way, promising at least a 50% increase in donation over five years. The recommendations already have widespread support and may make a change in the law unnecessary. progress should be closely monitored and the question of changing to an opt out system revisited only if we need to.
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The poTenTial impacT of an opT ouT sysTem for organ donaTion in The uK 2 SETTINg THE SCENE 2.1 There are not enough donated organs to save people's lives in the uK. although over 3,000 people in the uK received an organ transplant in 2007/08, another 1,000 died after having waited in vain on the waiting list, which currently numbers over 8,000 people. This figure does not reflect the true extent of need: many who could have their lives transformed by a transplant never even reach the waiting list. need is, at minimum, 50% more than is currently available. it is a desperate situation.
2.2
The organ donation Taskforce was established in 2006 and asked to identify obstacles to organ donation and suggest ways of overcoming them. in its report organs for Transplants, published in January 2008, the Taskforce made 14 recommendations. it was persuaded that if these were fully implemented, a 50% increase in donations could be delivered within five years. all the recommendations were accepted by uK health ministers. The recommendations are currently in the process of implementation across the uK in a programme that is being led by sir Bruce Keogh, medical director of the nhs in england, and overseen by the programme delivery Board.
2.3 some countries -such as spain and, increasingly, the usa -have high rates of organ donation. This success has not been achieved by changing one single aspect of their organ donor system in isolation, but rather by addressing each piece in the complex jigsaw of interdependent elements that make up a successful donation programme.
2.4
The Taskforce, which is a uK-wide initiative, was able to rigorously review all elements of the uK system for its first report, excepting those that would require legislative change. This meant that the Taskforce did not consider presumed consent. The Taskforce members were therefore pleased to be invited by the uK health ministers to bring similar rigour to considering this piece of the jigsaw.
The
Taskforce was asked what measures might be required to introduce a system of presumed consent and whether this would increase the number of organ donors. It was also asked to consider public attitudes to presumed consent.
2.5
Those who have first-hand experience of the desperation of those on the waiting list for donor organs and who have been frustrated by the lack of progress in increasing donor numbers understandably wish to do everything they can to increase the availability of donor organs. This passion is shared by every member of the organ donation Taskforce.
2.6 from the outset, the Taskforce has approached the issue of presumed consent or opt out with an open mind, with many members sympathetic to a change to the current system, should the evidence support it. all Taskforce members were grateful that the issue had been given such a high profile by the prime minister, the chief medical officer for england, uK health ministers, the British medical association and others, because it has stimulated and enhanced public debate and this has already been of benefit to transplant services.
2.7
Those who promote presumed consent do so for the best of reasons, expecting that it will increase the number of donors. The Taskforce has sought to test those expectations against the widest available evidence to check whether the intuitive answer is, in fact, correct.
3
METHODOLOgy 3.1 for this new undertaking, Taskforce membership was expanded to include, among others, ethicists and medical lawyers as well as clinicians, together with further representation from the devolved administrations. a list of members is at annex a.
3.2
The Taskforce adopted a rigorous approach that included:
• the formation of six working groups (clinical, communications, cultural, ethics, legal and practical) , each recruiting additional expertise from outside the Taskforce membership. over 70 people were involved in this way from right across the uK, reflecting the fact that increases in organ donor numbers can only be addressed by the united Kingdom as a whole. each working group had specific terms of reference that are detailed, together with their membership, at annex B. The reports of the groups are contained in annexes c to f and m;
• the commissioning of an initial analysis of the costs of setting up a new consent system, as detailed at annex g;
• the commissioning from the university of york of a systematic review of international literature on presumed consent systems across the world. The full terms of reference for the review are at annex h and the report itself is at annex i;
• the commissioning of a comprehensive series of deliberative events in seven regions across the uK. The events involved over 350 members of the public, representing a statistically valid sample of the uK population, and were carried out by opinion leader. a report of the findings is at annex J;
• the views of a wide range of stakeholders. a summary of their views is at annex K. There were also many unsolicited letters received from members of the general public, whose views are summarised at annex l;
• the commissioning of one-to-one interviews with leaders of 17 different faith and belief groups. a report of the findings from these interviews is included in the cultural Working group's report at annex m; and
• for information, a summary of progress made on each of the recommendations in the Taskforce's first report, organs for Transplants. This is included at annex n.
We believe that this approach has enabled us to carry out a thoughtful, comprehensive, detailed and rigorous investigation of presumed consent.
all of the information in the annexes is available separately at www.dh.gov.uk/organdonationtaskforce 7
The poTenTial impacT of an opT ouT sysTem for organ donaTion in 4.3 it has been reported in surveys that between 65% and 90% of the uK population are in favour of donating their organs, yet only about 25% have registered their wishes on the odr. some of this gap may well be the result of an artificially high response rate to poll questions, but even if the lower response figure is taken, it points to at least 40% of the uK population failing to register their wishes to donate on the odr. This illustrates a problem of inertia familiar to us all: always meaning to get round to doing something that is not top of the 'to do' list. a system of presumed consent is often described as consent for the disorganised. many argue that having such a system would more accurately reflect majority wishes, allowing donation to become the default position. This is a powerful argument for the introduction of presumed consent. on the other hand, some people are concerned that a proportion of the 10% to 35% of the population who would not have wished to donate their organs, but never got round to registering an objection, could mistakenly be considered as willing donors under an opt out system.
4.4
The gap between intent and action illustrated by the number of people registered on the odr (approximately 25% of the population) compared with those who say they are prepared to donate an organ after their death (about 65%) or those who say they support donation (up to 90%) exposes the many inadequacies of the current system of registration of preference. These include lack of awareness about the odr; a low budget for promotion of the odr; confusion among individuals as to whether they have actually registered or not; the incorrect assumption that having a donor card is the same as being on the register; and inadequate control over data input. The Taskforce is clear that the current system is far from ideal.
over 15 million people have registered with the organ donor register, but this represents only 25% of the population compared to the 65% or more that say they are prepared to donate organs after their death. This strongly suggests that the current system is inadequate and playing a part in this disparity.
4.5
The Taskforce was deeply impressed by the generosity of the British people -by the families of those who had donated organs and who spoke of organ donation as a gift, and by the many, many people who spoke of organ donation as an opportunity to fulfil either their own or their loved one's choice to help others in need. This generosity should not be a
The poTenTial impacT of an opT ouT sysTem for organ donaTion in The uK surprise. The uK consistently appears in the top five when countries are ranked according to individual charitable giving. 1 The population of the uK is overwhelmingly generous but also wants to be given the opportunity to express freedom of choice in their giving.
4.6 running as a leitmotif throughout the Taskforce's discussions has been the issue of trust: in government, in the nhs and, to a lesser extent, in doctors and other clinical staff. The public have become less trusting and more questioning of authority over recent years. ipsos mori has documented the decline in trust in government information, beginning with Who do you Believe? in 2005 2 and subsequently in responses to specific trust and influence questions in the uK government delivery index. Trust, however, is key to the success of the organ donation system in the uK. if public trust is shaken, organ donor numbers are likely to fall rapidly and could take many years to recover. The need to maintain the confidence of the public has been a key consideration in the Taskforce's deliberations.
4.7 like all debates, that on presumed consent is set within the landscape of the moment, and it is worth outlining where the uK finds itself in 2008 on two particular issues of relevance, both of which relate to trust. The issue of consent is one that was brought to the fore by the events at alder hey and the Bristol royal infirmary, and these are still fresh in the minds of many. These events were in part responsible for the subsequent human Tissue act 2004 and the human Tissue (scotland) act 2006, which have been in operation since 2006. The legislation makes consent a fundamental principle in the removal, storage and use of body parts, organs and tissues. The concept is expressed as 'authorisation' in the scottish act, and applies to children from the age of 12.
4.8
The issue of data protection and privacy is one that has attracted many headlines recently. a series of incidents involving the loss or breach of government data has undermined public confidence and has made the public feel concerned about the security of key pieces of personal information. for some, there are few more sensitive items of information than one's wishes for one's own body after death.
4.9 a move away from requiring explicit consent would put organ donation out of step with prevailing practices and would be inconsistent with the human Tissue authority's (hTa's) guidance on consent. it would also challenge commonplace assumptions about consent and individual decision making at a time of greater expectation of individual autonomy among the public. This expectation has been encouraged by the move towards a choice and personalisation agenda within the nhs, which gives people a greater sense of control over what happens to them.
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5
DIffErENT fOrMS Of CONSENT 5.1 There are a number of variations of consent systems for organ donation. These are set out in Table 1 below. Option 6b: people must register their choice to opt in or opt out.
The poTenTial impacT of an opT ouT sysTem for organ donaTion in The uK 5.2 'presumed consent' is something of a misnomer in medical care because consent is in fact an active process in which permission is given by a patient for a procedure to be carried out on their body, thereby avoiding any possibility of clinical staff being guilty of an assault on the patient. should a patient lack capacity and be unable to give consent for vital invasive procedures, doctors act on their judgement of the patient's 'best interests', not on 'a presumption' of consent. The Taskforce prefers to use the term 'opt out' to describe what is often called presumed consent. opt out will be used throughout this document, except when reporting the words or systems of others.
5.3
The uK, north america, australasia and most of asia (excluding singapore) have explicit consent systems (what we might call opt in systems) in place. many european countries have a form of opt out system. in practice, the ways in which these systemseven the same types -function differs between countries and even within regions.
11
LEgAL ISSuES
'Hard' forms of opt out 6.1 The legal Working group was asked to advise on the legal viability of a system of opt out and quickly established that a 'hard' opt out system that did not seek evidence from families about the deceased's own opinions or wishes could be open to a potentially successful challenge under the european convention on human rights (echr).
6.2 furthermore, the legal group concluded that simply having a register where people could record their decision (opting either in or out) during their lifetime, without involving families at the time of death, would probably be insufficient to ensure compliance with the echr because:
• in an opt out system, it could result in organs being taken from those who had not yet managed to register an objection, perhaps because they were simply busy or disorganised. They might also have learning difficulties or other problems with communication, such as english as a second language; and
• in an opt in system, the deceased may have registered a wish to donate a long time ago and since changed their mind, but had not got round to taking their name off the register.
Therefore, any system must allow for taking evidence from family members about the deceased's wishes and beliefs. if the law were to be changed to an opt out system, this would be necessary to enable the presumption of consent to be rebutted if there was evidence that the deceased did not wish to be a donor, even though they had not recorded this decision on a register. if this were not provided for, the legal Working group considered that there would be a significant risk of successful legal challenge. There would also need to be provision relating to minors and those lacking capacity.
6.3 having no reference to family members at the time of death would also be problematic clinically, because details obtained from relatives about the patient's medical and behavioural history can play an important part in the success of a transplant.
6.4
The views expressed by members of the public in the deliberative events suggest that most people would not support a 'hard' form of opt out. a hard opt out system polarised opinion among participants. While some strongly supported such a system, others were staunchly opposed. While a fifth ranked a hard opt out system as their preferred system overall, roughly double this number chose this as their least preferred system, indicating the extent to which some people have serious concerns. examples of concerns expressed included the following:
"As a mother I am opposed to the hard opt out system as it takes the choice away from families and I think they need to be included." (participant, London) "I don't believe in a hard opt out system. People can change their minds right up to the moment they die, and they might have confided in a close family member." (participant, London) a major reason given for supporting a hard opt out was the belief that an individual's wishes should take precedence, with some preferring that relatives are not consulted in cases where wishes have been clearly defined.
"It seems a nonsense that if you carry a donor card and are on the register that your relative can override your wishes in reality, even if legally the doctors were allowed to take your organs. If you are on the list, you should have your organs taken." (participant, Belfast)
The Taskforce does not recommend a 'hard' form of opt out (presumed consent) in which family members are not consulted because it would polarise public opinion, would create difficulties clinically and might be open to successful legal challenge under the european convention on human rights.
Mandated choice
6.5 There is some support for the concept of 'mandated choice', in which people would be legally obliged to opt in or opt out of organ donation at some point in their lives, with their expressed views on donation taking precedence over the wishes of relatives in the event of their death. The royal college of physicians submitted a paper to the ethics Working group, setting out the advantages of mandated choice over an opt out system. The ethics Working group noted that mandated choice was not a consent system in itself, but a possible adjunct to consent systems. it concluded that a system of mandated choice was likely to mean greater engagement by families in organ donation and would help provide greater clarity about the wishes of the deceased, removing the need to make assumptions.
6.6 however, it would not resolve all potentially difficult issues; for example:
• where a person dies having changed their mind but not having registered a revised decision;
• where a person fails to comply with the requirement to choose, but nevertheless wished to donate; and
• whether the feelings or views of the donor's family should carry any weight.
6.7 in general in the uK, we do not require people to make choices. for example, we do not make voting mandatory as it is in australia. We encourage uK citizens to make choices but also allow them the right not to make choices. a system of mandated choice on organ donation would be a significant departure from established uK norms. mandated choice is also associated with some formidable practical problems (for example, with whom would people have to register their decision; at what point in their life should this choice occur; how do people register a change of mind; how do people opt out of donating some organs but not others?).
6.8 it is debatable whether such a system would be effective in practice, since it would be difficult to force people to make a decision if they do not want to. The Taskforce was uncomfortable with the idea of a legal sanction if people did not make a choice. if sanctions were imposed, enforcement would raise difficult issues, especially for clinical staff. moreover, the Taskforce was concerned that if people were forced to choose, this might cause resentment and have a negative impact on organ donation rates.
6.9
There was considerable support for mandated choice by participants in the deliberative events. The main advantages were seen to be that it removed doubts about people's wishes and would make people 'come off the fence'. a mandatory opt in/opt out system was ranked in the top three by nearly half of participants and ranked first by just over a fifth. however, many people also recognised the practical difficulties involved and the difficulty of enforcing the system in practice. examples of comments are included below:
"Opt out or opt in is highly commendable -it says we take responsibility for our own actions -it says we can't all agree but we can make a decision." (participant, Birmingham) 13
The poTenTial impacT of an opT ouT sysTem for organ donaTion in at the present time, the Taskforce does not recommend a system of mandated choice for opt in or opt out because it has significant practical problems and would be difficult to enforce.
Family involvement in an opt out system 6.10 The legal Working group, subject to a number of caveats laid out in its report (annex c), supported the proposition that it would be legally possible to introduce an acceptable opt out law as long as the system allowed opportunities for people to change their mind and that there were safeguards relating to children, those lacking capacity and those whose identity is unknown. families would need to be involved to provide or corroborate evidence of the deceased's wishes and there should be a sufficient period of time following legislation to ensure that people have enough time to register their wishes.
6.11 given this clear legal steer, and the necessity of involving families for clinical reasons, in all its subsequent deliberations the Taskforce working groups concerned themselves with considering the impact, practicalities, other legal, ethical, cultural and clinical considerations and communication requirements of a 'soft' form of opt out only, comparing and contrasting these with the status quo.
ETHICAL ISSuES
7.1 members of the ethics Working group included medical ethicists, clinicians and philosophers. Their full report is at annex d. They were unanimous in their belief that a society has an opportunity to do something morally significant by improving donation rates, as it is an opportunity to remove suffering and bring about substantial benefits for many people. yet, despite this overwhelming moral good, the means of achieving this end still need to be independently scrutinised because it is also important that systems under which organs are removed for transplant are seen as morally acceptable. in other words, the end cannot be seen to justify the means. rather, the ethical goal in terms of organ donation is to acquire the maximum number of organs via a system that is seen to be morally acceptable and consistent with a society's values.
7.2
given that there is a strong moral presumption in favour of donation, the group felt that there is also a strong justification for reinforcing and promoting a societal message that donation is 'the right thing to do', through education and effective forms of social engagement. however, the final decision on whether to donate is a private one, based on personal beliefs and circumstances.
7.3 having said this, the ethics Working group felt that it is important to engage people with organ donation in a way that helps them make the 'right choice'. Thus it would be appropriate to highlight donation as an opportunity to do good, and to assure potential donors of the willingness and ability of both the government and the nhs to support those who wish to take advantage of this opportunity for altruism. The group felt that the opportunity to do good through donating organs could be more appropriately promoted within a system that gave people the means to positively opt in than through one that invited them to opt out if they wished to do so.
7.4 having encouraged individuals to donate, it is then important to be able to demonstrate that each and every donation has been properly authorised; key to this is the need to be able to determine that an individual's wishes (or those of their families, where appropriate) have been honoured. This is of importance because, even though we wish to actively promote donation, we ideally want to know that people have clearly chosen to donate.
7.5
The group recognised that there were problems with the current system. it is hard to argue that signing the odr is an act of 'informed consent', as the term is more broadly understood, but it is clearly intended as an act of authorisation. if a person has not registered their wishes formally, in the absence of a clear conversation taking place, a family can only do their best to establish what someone would have wanted. if there is uncertainty, the family carry the responsibility for deciding what to do on an uninformed basis, which is unsatisfactory regardless of the choice they make.
7.6 uncertainty about a potential donor's wishes is at the heart of difficulties with the current system, yet uncertainty could remain an issue with an opt out system. it may not be appropriate to assume that all those who have failed to opt out have no objection to becoming donors, given the real possibility of apathy and/or disorganisation preventing them signing the opt out register. The group was not convinced that evidence of widespread support, as expressed in opinion surveys, could necessarily support a claim that all those who fail to opt out actively intend to donate.
7.7
To sum up, the group did not have any fundamental moral objections to a system of authorisation based on checking an opt out register. however, they felt that an improved opt in system, or possibly even a system where people were required to make the choice to opt in or opt out, would provide a basis on which to proceed with a greater degree of certainty about an individual's wishes and would therefore be more acceptable.
7.8 having said this, given the significant benefits to be gained by increasing donation, if an opt in system continues to fail in delivering an increased number of organs for donation despite thorough attempts at public engagement and improvements to the organ donation system more generally, a society might have to consider other possible forms of authorisation, particularly if evidence were available to suggest that those systems would result in significantly more organs being donated.
There is no fundamental moral objection to opting out as a means of recording individual wishes regarding donation, but there are reasons to prefer an improved opt in system as a means of removing uncertainty and thereby facilitating donation.
The poTenTial impacT of an opT ouT sysTem for organ donaTion in The uK 8 HOW AN OPT OuT SySTEM WOuLD OPErATE IN PrACTICE 8.1 at present, authorisation for organ donation is dependent on there being a robust relationship between clinical staff and the family of the potential donor, with the best interests of the potential donor being at the centre of all decision making.
8.2
The clinical Working group heard from a number of clinicians from intensive care (where the majority of deaths leading to donation occur) who were persuasive in articulating the view that a presumption of consent might make families feel that they were being pressured and erode the relationship of trust between clinician and family. These views were echoed in a recent survey of its members conducted by the intensive care society.
3 Views expressed at the deliberative events by members of the public suggest that this concern is shared by many non-professionals as well. it became clear that many people at these events had concerns that their best interests might be jeopardised if they were seen to be potential organ donors. The fear that you might not actually be dead, with doctors 'jumping in too quickly' before 'someone is definitely gone', was one that was widely expressed. a system of decision making which is based on respecting the known wishes of the patient is the one that is most likely to maintain the integrity of the relationship between doctors and patients and between doctors and the wider public, and maintain trust and confidence in the donation system. 8.3 according to the intensive care society's survey, intensivists are evenly split as to whether an opt out system should be introduced, but the strength of feeling among those who are opposed is considerable. some practitioners are very concerned that the vital relationship of trust between doctors, their patients and patients' families might be eroded by an opt out system, since it could be perceived as shifting the balance of power in decision making away from families. There are also risks that introducing an opt out system at this time might serve as a distracting and confounding influence on the medical workforce, which needs to play a key role in implementing the recommendations of the Taskforce's first report.
8.4
There is an argument, advanced by some, that a system of presumed consent would relieve families of the burden of making a decision in the absence of any indication as to the deceased's wishes. The Taskforce finds this a somewhat paternalistic view, at odds with the ethos of today's nhs. further, our evidence from donor families was that they stressed the importance to them of being involved in the decision to donate and of being allowed to make the decision that was right for them at the time. The Taskforce found the evidence from donor families compelling.
8.5 recipients of transplants reported that it was important for them to know that the family of the donor had been involved in the decision and were comfortable with it. They also stressed the importance of knowing that organs had been freely given. These families spoke movingly of the concept of organ donation as a gift, and were concerned that an opt out system might undermine the principles of organ donation as a gift.
8.6 evidence from donor family representatives, recipients and health professionals suggests that the way donation is broached and handled with families is a critical issue in determining donor rates. research carried out at the university of southampton 4 on the reasons families refuse organ donation showed the importance of focusing on families' bereavement issues. further information about this is detailed within the clinical Working group's report at annex e.
an opt out system has the potential to erode the trust between clinicians and families at a distressing time. The concept of a gift freely given is an important one to both donor families and transplant recipients. The Taskforce feels that an opt out system of consent has the potential to undermine this concept.
LEgISLATIVE IMPLICATIONS
9.1 following extensive consultation with the hTa, it has become clear that there would need to be a revision to the human Tissue act 2004 in order to accommodate an opt out system. similar issues arise with the human Tissue (scotland) act 2006. These acts have only been in operation since 2006.
9.2 such a legislative change would also require a thorough assessment of the implications for the system of consent for other activities governed by the human Tissue act 2004 and the human Tissue (scotland) act 2006. effectively there would be different systems of consent or authorisation for different purposes involving human organs and tissues. This clearly has the potential to cause confusion to patients, their families and clinical staff at a time when clarity and sensitivity are of the utmost importance.
9.3
The hTa's guidance is clear that consent is a positive rather than a passive process, which equips the prospective donor with the information needed to make a decision. Therefore, the change from opt in to opt out for transplant purposes could risk undermining the 2004 act's consent provisions, which safeguard the rights of individuals or their families to be asked if tissue can be used for a variety of other purposes. The hTa was very concerned that a change to the consent requirements for one activity could result in the destabilisation of the consent provisions for other activities. There would be similar concerns about the 2006 act in scotland, which also covers post-mortem examinations and the donation of bodies for medical science. a move to an opt out system would require primary legislation to revise the human Tissue act 2004 and the human Tissue (scotland) act 2006 only two years after they came into force. it would also require a review of the human Tissue authority's remit in relation to consent for activities involving human tissue, and a recasting of their guidelines.
The poTenTial impacT of an opT ouT sysTem for organ donaTion in The uK 10 THE PrACTICAL ISSuES THAT WOuLD NEED TO bE ADDrESSED TO IMPLEMENT AN OPT OuT SySTEM 10.1 The practical Working group looked in detail at what systems and infrastructure would need to be put in place to support different consent systems. The group's report is at annex f. The Taskforce considered opt out information to be more sensitive in nature than information provided for opting in. opting in is seen to be 'a good thing' by society, whereas opting out might potentially be seen as socially stigmatising. With the current opt in system, the consequence of not registering wishes is that the potential pool of donors is decreased, but it is not personally harmful. With an opt out system, not registering may mean that someone's organs are taken when they had serious objections to this happening. The current odr is based on an open access website and an electronic register, which is available to hospital staff. although there is no evidence to suggest that this is happening on a wide scale, it is currently theoretically possible for a third party to enter someone's name on the odr without their knowledge. This is a risk that is considered to be outweighed by the benefits of accessibility conferred by the current system. some would argue that an opt out register requires a far greater level of security because the consequences of non-registration are greater for the individual and because of the sensitive nature of the information. for these reasons, there would need to be more certainty about the identity of the person registering.
10.2 a mirror of the current odr, in which people register their decision to opt out rather than to opt in, might therefore require more safeguards than there are in the current system because of the greater sensitivity of the information.
10.3 it might be possible to accommodate opt out data within the personal demographics service (pds), which forms a key element of the forthcoming nhs care records service. if this were the case, opt out data would need to be entered by nhs staff following an appropriate conversation. if someone changed their mind, this too would have to be recorded via a member of nhs staff. There are three foreseeable difficulties here: entering data would be a drain on nhs resources, particularly at the start of an opt out system that might involve capturing the data of several million people; secondly, the value of inclusion in the pds would be limited by the fact that it only has application in england, whereas the transplant programme covers the whole of the uK; and thirdly, if donation is the socially acceptable decision, those who wished to opt out might not feel able to make their wishes known to nhs staff, unless they felt particularly strongly. This suggests that a more secure version of the current easy-access odr would be needed, so that citizens could register their wish to opt out with confidence.
10.4
The Taskforce does not believe that an electronic opt out record is the only acceptable evidence of someone's decision. other written wishes, such as those in a will or on an opt out card, should be considered valid, although practically speaking, these might be very hard to access in the difficult circumstances surrounding death.
10.5
There would need to be a mandatory requirement to check the opt out register at death if organ donation was a possibility. The scheme would also need to ensure that those who were responsible for organ donation would have to make other reasonable enquiries to ensure that the deceased had not laid down their wishes clearly in another form or changed their mind. for example, if someone's name was on the opt out register and no conversations were initiated with the family, there would be no opportunity for the family to give evidence of a change of mind on the part of the deceased. framing this requirement would be complex.
10.6 as they do at the moment, people may wish to opt out of donating certain body parts -for instance, eyes are an issue for some -while being content that others are used. as medicine advances, people may wish to be increasingly specific about the organs or tissues they will donate; they might refuse their face for a face transplant, for instance. equally, tissues not dreamt of
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The poTenTial impacT of an opT ouT sysTem for organ donaTion in The uK as transplantable now may become so in the future. This poses many challenges. if a list is comprehensive it will be long, with potential for a high 'yuk' factor. The default might be that people opt out altogether rather than go through the list body part by body part, thereby increasing the percentage of those opting out. a blanket 'all body parts' opt out would be simpler. however, as a matter of principle, the Taskforce feels that comprehensive information on all body parts that could be donated should be provided. if it were not, it might lead to a damaging loss of confidence if the public were later to feel that something had been concealed from them. it might also occasion later legal action. contacting those who had opted out many years earlier with information about new uses of tissues or organs for their consideration would be problematic.
The Taskforce considers it essential that people have definitive information about the organs or tissues that can be donated and that any opt out system should be able to accommodate specific wishes. This would require a significant ongoing investment in information and recording systems to ensure it was as effective as the public deserves.
10.7
There are issues about recording the wishes of those who do not engage with the uK's institutions and systems, including those with limited capacity and hard-to-reach groups. Visitors to the uK are another concern. a further group with entitlement to nhs treatment, including transplantation, is non-uK european union residents.
10.8
There is an assumption that those with strong objections to organ donation are likely to register their wishes, but this is not an assumption backed by evidence, and the disorganised may be as disadvantaged in an opt out system as in an opt in system. 10.9 introducing an opt out system would require very considerable costs for a suitable infrastructure. There would need to be an initial public awareness programme, targeted so that it reached every uK adult. in addition, an ongoing education and public awareness programme would be essential. capital expenditure would be required on the development and establishment of a secure database, plus running costs, the cost of initial inputting of data, and the ongoing training of a wide range of healthcare professionals, from gps and practice nurses to staff in secondary care. only a very small proportion of these costs would be offset by closing the current odr, and in any event there are strong reasons to retain the opt in register, even in the event that it is decided to adopt an opt out policy in the future. Various opt out jurisdictions, such as Belgium, have both opt in and opt out registers operating in tandem.
10
.10 a lead time sufficient to ensure that everyone had been contacted and was aware of the new system would be required. This might involve a period of at least three years following enactment of legislation.
10.11 findings from the public engagement events revealed that awareness of the organ donation registration system is low in the uK. many people were aware of donor cards but few knew where to obtain them. only a minority were aware of the odr, and usually only because they had recently obtained a driving licence (which includes a question about being on the odr on the application form). feedback from work with faith leaders suggests that faith-specific donor cards might be particularly helpful and would serve a dual purpose, since such cards would also remove doubts about whether a particular faith supports donation or not.
10.12
Willingness to donate is high, and participants showed interest in finding out more about donation generally. They identified a number of barriers to donation -for example, lack of awareness, laziness, unwillingness to think about death, a lack of trust in medical professionals and concerns about how donors are treated -but they felt that these are surmountable within the current legal system. There is a call for better publicity and education to dispel misconceptions and to encourage families to discuss the issues surrounding donation more openly. There is also strong support for making registration easier and more visible and for gps to raise donation as a matter of course with their patients. participants, particularly families with direct experience of organ donation, felt that more could be done with regard to how medical professionals broach the concept of organ donation with bereaved families. examples of comments included the following:
"I have actually never heard of the Organ Donation Register, although I was aware that you could donate your organs." (participant, London) "I have not got a card. It never occurred to me. I would not use my day off to go and get a card." (participant, London) "Where do you get a card from?" (participant, Newcastle) "Only when I was asked to come here have my sons and I discussed organ donation -they thought I might have been on my way out!" (participant, Birmingham)
10.13 a number of participants mentioned the importance of involving schools in the education process:
"We need to bring it into the national curriculum, perhaps as part of personal and social education issues. I think if we get children thinking about it when they are young, then at least they will have an opinion on it." (recipient family)
10.14 This suggests that the most pressing need, regardless of the consent system in operation, is to raise the level of awareness and understanding of organ donation, and to encourage people to let their families know their views.
10.15
given the lack of awareness about organ donation among the general public, the Taskforce believes that there are simpler and easier ways of substantially increasing the numbers of organs available for donation, without the complexity and difficulties of trying to implement an opt out system. an analysis of the likely costs of putting the necessary infrastructure and communications strategies in place to implement an opt out system was commissioned. The full findings are set out at annex g, but, in broad terms, the costs are approximately £45 million in set up costs for iT and communications. There would be £2 million per year in iT running costs and an additional £5 million every few years to refresh public messages.
given the current lack of awareness about organ donation among members of the public and the complexity, difficulties and costs of implementing an opt out system, the Taskforce considers that at this time resources would be better prioritised if they were directed towards raising public awareness and understanding about organ donation.
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IMPACT Of THE INTrODuCTION Of AN OPT OuT SySTEM ON THE NuMbEr Of OrgAN DONOrS 11.1 it is assumed that there must be a correlation between the enactment of opt out legislation and an increase in organ donation. as part of its evidence gathering, the Taskforce commissioned a systematic literature review from the university of york to assess the impact of opt out legislation on organ donation rates in other countries. There are five 'before and after' studies involving two countries in particular (austria and singapore, both of which have a 'hard' form of presumed consent). These show an increase in donation rates of up to 25%. The reviewers note, however, that in each country many other changes were introduced at the time of legislation, such as better infrastructure or increased funding for transplant programmes. awareness of the need for organ donation was also raised. This makes it difficult to assess the exact contribution of presumed consent legislation alone.
11.2 eight studies comparing different countries were also reviewed. direct comparison between countries is difficult because of the wide range of other factors that influence organ donation rates within countries, for example mortality rates from road traffic accidents, overall health expenditure, religion, education and transplant infrastructure. The reviewers concluded that:
"The evidence identified and appraised is not robust enough to provide clear guidance for policy."
11.3
The high organ donation rate in spain (34.4 per million population in 2007 compared with 13.2 per million population in the uK) is often presented as a consequence of its system of presumed consent. dr rafael matesanz, president of the spanish national Transplant organisation, gave evidence to the Taskforce during the preparation of its first report. he was explicit: presumed consent was not the reason for the success of the spanish system. he reiterated this at a briefing on presumed consent held more recently in september 2008 at the science media centre, which was reported in the British medical Journal.
5 When asked if a presumed consent law was the reason for the success of the spanish system, he said:
"Is it because of the law? Not likely. We have always had the same law. The families are always approached. They always have the last decision, and there are great variations from region to region."
he pointed instead to the many other changes in infrastructure that had been made, underlining the point made in paragraph 2.3 that many elements have to be right if an increase in organ donor rates is to occur. dr matesanz said that when Britons living in spain are approached in spanish hospitals, the family refusal rate falls to 9%, compared with 43% in the uK.
11.4 it is worth noting that presumed consent legislation was passed in spain in 1979 but it was only a decade later, in 1989, when their national transplant organisation was founded, putting a new infrastructure in place, that donor rates began to rise. in italy presumed consent legislation was passed in 1999, but before it was fully enacted some regions, notably Tuscany, adopted the spanish organisational model and saw organ donation rates double to 26.9 donors per million population.
6 on the other hand, not all countries that have presumed consent legislation have high organ donor rates. sweden switched to presumed consent in 1996 but continues to have one of the lowest rates of organ donation in europe (see figure 1) .
The poTenTial impacT of an opT ouT sysTem for organ donaTion in The uK figure 1: Different consent systems and donation rates © New Scientist 11.5 There are two examples of a negative impact of presumed consent policies. Brazil adopted a 'hard' presumed consent law in 1997, with opt out denoted by a note on an id card or driving licence. The law had to be repealed in 1998, principally because of mistrust of government and accusations of body snatching. in france, which has a variation of presumed consent, there was an incident in 1992 in which corneas were taken from a 19-year-old road traffic accident victim whose parents had consented to only limited organ retrieval. This resulted in a great deal of negative press coverage of the medical profession, despite the clinicians having complied with the strict letter of the law, and damaged public trust in the organ donation system for some time.
The Taskforce is not confident that the introduction of opt out legislation would increase organ donor numbers, and there is evidence that donor numbers may go down.
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ATTITuDES Of THE PubLIC TO AN OPT OuT SySTEM 12.1 as part of its review of the available evidence, the Taskforce also commissioned the centre for reviews and dissemination at the university of york to review the published literature on public attitudes to presumed consent. The terms of reference and full review are available at annexes h and i. among the eight uK surveys reviewed, there was considerable variation in the level of support for presumed consent, ranging from 30% to over 60%. The survey evidence is incomplete, and the variation in attitudes between surveys may reflect differences in methods and the phrasing of the question. The reviewers concluded that:
"The limited and incomplete evidence available from surveys suggests variable levels of support. In addition consideration needs to be given to potential variation in attitudes between different socio demographic sub-groups." of note are the views of younger people, who are consistently less supportive of presumed consent than older people.
12.2
The Taskforce engaged an independent research company, opinion leader, to carry out a series of regional public deliberative events to seek views from the general public on different systems of consent for organ donation. events took place in Belfast, Birmingham, exeter, glasgow, london, manchester and newcastle. over 350 members of the public, representative of the uK demography, were recruited to these events. in order to capture their views, the representation of minority faiths was upweighted by 100% and that of black and ethnic minority groups by 150%. in addition, a series of 12 family interviews took place, which included the families of donors and those of transplant recipients and patients. a full report is at annex J. The Welsh assembly government is conducting its own consultation and educational programme and, at the time of writing, is planning a series of events within the principality with the aid of the community health councils.
12.3
There were several clear messages from this work. Willingness to donate is high. at the outset, 50% of those involved in the deliberative sessions said they would definitely donate their organs and a further 36% thought they might possibly do so. By the close of the sessions, 61% were definite and 26% said it was a possibility. The proportion of those who said they would not do so or did not know remained almost static (14% compared with 13%).
12.4 awareness of the current organ donation system was low. most participants knew about donor cards but there was little awareness of a registration system, even among those who had donor cards. of those who did know about the odr, awareness was driven primarily through the driving licence and the Boots advantage card. There was considerable confusion between the cards and the register; many assumed that having, or ever having had, a donor card meant that they were registered on the odr, which is not the case.
12.5 participants assumed that introducing an opt out system would increase organ donor numbers and that the reason for the deliberative events being held was to affirm this.
12.6 a number of barriers to donation were identified, including lack of awareness, laziness, unwillingness to think about death and concerns about donation in practice. many felt that these could be overcome within the current legal system with better publicity and education (including in schools) to dispel myths about organ donation, to encourage families to discuss the issues and to make registration easier. There is strong support from all for such changes.
The poTenTial impacT of an opT ouT sysTem for organ donaTion in The uK 12.7 Those who did not wish to register voiced a number of concerns, the chief of which were that you might not actually be dead when organs were retrieved and that there would be less effort to keep you alive if it was known that you were a potential donor. older people thought it was not worth them registering as their organs would be 'worthless'.
Myths about organ donation revealed by the deliberative events
you're not dead absolutely false. exactly the same tests are used to establish death in those who donate as in those whose organs cannot be donated.
They make less effort to keep you alive if you are critically ill and could be an organ donor absolutely false. intensive care doctors do everything possible to treat every patient.
The same doctors look after you and do the transplants absolutely false. different teams of doctors are responsible for transplants from those treating patients in intensive care.
Only the organs of young people are any good for transplants absolutely false. nearly half of uK organ donors are over 50 years of age. organs are frequently suitable for transplants from people in their 70s and occasionally their 80s.
12.8 concerns identified about the current system included a feeling that families are given disproportionate 'power' to override wishes. This issue polarised opinion among participants. it is worth noting that participants (including those who felt strongly about families not being involved) had firm views about the primacy of family wishes where children were concerned, probably because many could better imagine themselves being in this situation. There was considerable debate about what the 'age of consent' should be. This suggests strongly that people's views about family veto are not fixed but depend on the situation.
12.9
There was considerable support for 'soft' opt out systems among members of the public participating in the deliberative events. according to the postworkshop questionnaire, around three-quarters of participants said they would support the law on organ donation changing from an opt in system to an opt out system (see figure 2) .
25
The poTenTial impacT of an opT ouT sysTem for organ donaTion in The uK figure 2: Participants' stance on opt out before and after the public deliberative events 9%
40% 25% 15%
Before the events 11% 5% 29% 43% 12% 11%
After the events

Don't know Strongly oppose Oppose Support Strongly support
And to what extent would you support the law on organ donation changing in the UK from an 'opt in' to an 'opt out' system? BEFORE THE EVENTS Base: 340 AFTER THE EVENTS Base: 341
The main perceived advantage of an opt out system was that it was likely to increase the number of donors. indeed, some participants considered that they would not have been assembled for such an exercise if this had not been the case. many participants felt that only people with strong convictions would be likely to opt out, which would mean that the majority of people would be registered as donors. examples of comments are shown below:
"The majority want to donate, so the opt out makes sense." (participant, Glasgow) "The opt out system simplifies everything and would increase the amount of transplantations." (participant, Exeter)
12.10
There was an assumption among many participants that a change in the legal framework would necessitate considerable investment in communications. These people thought the publicity that would be required to promote a move to an opt out system would be the factor that increased levels of donation, rather than the change in the system per se. They were less concerned about the legal framework and more interested in publicising organ donationtherefore, if a change to an opt out system would bring an increase (and keeping the current system would not), they would want to move to an opt out system for this reason. for some, support for a move to an opt out system was contingent upon improved communications; they would not want a change without this. for example:
The poTenTial impacT of an opT ouT sysTem for organ donaTion in The uK "I don't think the opt out system will make that much difference. The publicity involved in changing the legislation will make the difference." (participant, Newcastle) 12.11 however, there was a sizeable minority of people who were strongly opposed to a system of opt out, and even those who supported it in theory had reservations about certain issues. While people recognised that an opt out system might result in greater donation rates, for some such benefits were outweighed by the human rights implications. many people felt that the system would take away individual choice -as a result of apathy, donation would become the default positionand disliked the idea of that choice being taken away. They felt that it would give the state too much control and 'ownership' over people's organs, rather than giving individuals the right to choose what to do with their own bodies. comments included:
"I feel that with the opt out system people might feel as though they have lost all their rights. It's as though they have been disempowered." (participant, London) 12.12 There were also concerns that people might not opt out who would have wanted to, either because they did not fully understand or because they were not aware of a change in the system.
12.13 a small number believed that there was even a danger that donation rates might actually go down, for example if people opt out because they resent government interference, or to be on the 'safe side' if they have not fully understood the system. for example:
"Please do not force people to feel as though they are losing their individual rights as extreme cases may hurt your campaign in the long run." (participant postcard, Newcastle)
The evidence shows that most people would accept a move to an opt out system on the basis that they assume this would lead to an increase in organ donation rates. however, there is a sizeable minority who are strongly opposed to a system of opt out, and even those who support it in theory have reservations around certain issues.
12.14 The issue of trust was raised frequently. There were concerns over the 'power' being given to doctors if an opt out system is introduced, and a lack of trust in systems that are used to collect and store data vital to support donation decisions.
12.15 participants recognised that some cultural and religious groups may have different attitudes. These were not known in detail by participants, but they felt strongly that whole groups should not opt out or be opted out because of the societal divisions this would create. There was a strong consensus that opting out should be a matter of individual choice. The one exception to this view on 'block' opt out was for children and people unable to take decisions for themselves, who some thought should be considered for automatic opt out.
12.16 during these discussions, it became clear that a substantial minority of participants felt that individuals who opted out should not have the same priority in receiving organs as those who had not done so, provoking heated debate among participants at some of the events. however, most felt that healthcare should be available to all. There was also some concern about the possible victimisation of people who opt out, and it was generally agreed that people should not be forced into donating organs if they do not want to. as one participant put it: 
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12.17
The overwhelming message for the Taskforce related to the lack of awareness about the current organ donation system and the opportunities that this creates. participants suggested many ideas for ways to increase the number of organ donors, including having a national donors day and gps being mandated to ask all patients about their organ donation preferences.
The deliberative events revealed a considerable lack of awareness about the current organ donation system. addressing this should be seen as a major opportunity. There is a great deal more that we can do to increase registration and donation within the current system.
12.18
The Taskforce also sought views from a number of key stakeholders on an opt out system of consent. in line with the findings from the public events, at least half of the respondents specifically mentioned the need for increasing and improving overall public awareness and knowledge of organ donation. around one-third of respondents expressed support for an opt out system of consent and a significant number supported the recommendations contained in the Taskforce's first report and supported their implementation. There was wide recognition that a change to the consent system alone might not bring about increased donor rates -improved infrastructure and communications were among a number of factors involved in increasing donor rates. a summary of the themes raised by stakeholders is at annex K.
12.19 in addition, many individual members of the public, as well as charities and other organisations, wrote expressing their views on an opt out system of consent for organ donation. The need to enhance (or create new) donor registration schemes was a general theme, along with the need to increase knowledge about and raise awareness of organ donation and the donor registration scheme. While not all correspondents expressed a view, in keeping with the findings from the deliberative events, considerable support (around one-third of correspondents) was expressed for an opt out system of consent. The main reason given for this was that people believed it would significantly increase the number of donors. however, around one-third of correspondents also expressed concerns about such a system, citing human rights issues and access to information and difficulties in registering choice as reasons. a summary of the themes raised by the public is at annex l.
13
ATTITuDES Of DIffErENT fAITH AND bELIEf grOuPS TO AN OPT OuT SySTEM 13.1 data relating to organ donor waiting lists and organ donors highlights significant disparities between ethnic groups. for instance, uK Transplant data shows that people of asian or african-caribbean descent are three to four times more likely than white people to develop end-stage renal disease, largely because of the higher prevalence of type 2 diabetes. uK Transplant data shows them to make up 23% of the kidney waiting list but 8% of the population. a further concern is that only 3% of donors are from these communities. empirical studies have shown that cultural issues are important influencing factors when making a decision about organ donation. The influence of belief and faith systems is less clear. The department of health therefore commissioned one-to-one interviews with senior representatives of faith and belief groups. a total of 17 interviews were conducted. a full report of this work is contained within the cultural Working group's report at annex m.
13.2 from the interviews, it is clear that, while the majority of faith and belief groups interviewed tend to allow organ donation, diverse views exist not only between but also within these groups. some groups have core beliefs that support organ donation, and few tend to forbid it. a potentially significant finding is that religion per se is not described as a key influence on people's decision to opt in. The influence of culture may have been attributed to faith or belief systems in the past, and it can, of course, sometimes be difficult to disentangle one from the other.
13.3 many of those interviewed felt strongly that the decision to donate is a personal choice for the individual to make. for example:
"The benefit is that it is a more informed decision and doesn't put the person in a quandary." (Jasdev Singh Rai, British Sikh Consultative Forum) The majority were opposed to the introduction of an opt out system, with only two in favour of a change in legislation and two who raised no issues with either the current system or an opt out system. a key concern with a move to an opt out system was the potential lack of certainty that a failure to opt out was equivalent to an informed decision to donate:
"How do we know it's been done with appropriate and informed consent? If it is opt in, then consent is there automatically." (Debbie Hodge, Churches Together in England)
13.4 as with the deliberative events, the majority assumed that the opt out system would result in more organs being available. faith leaders saw this as the key -and in many cases the only -advantage. some suggested that introducing an opt out system could trigger a backlash in some communities: 13.5 other concerns expressed about moving to an opt out system included the following:
• 'hard-to-reach' groups would not have the information they needed to opt out.
• it was a lazy way to achieve more organ donations, and may make people feel uncomfortable about opting out.
• it would alter the relationship between state and individual and potentially provide the government with a level of control that could be abused.
• removing the gift element was dehumanising.
13.6 for many faiths the one-to-one interviews, which were conducted at times and in places convenient to them, were the first opportunity that they had had to engage with the issue of organ donation. The low level of donations from within certain groups was of particular concern to them, given the higher level of need. There was widespread recognition of the extent of work required at grass roots level within their communities to encourage donation and a willingness to engage with the government in this work. There was little prior awareness among the interviewees of the leaflets published some years ago setting out the views of some prominent faiths on organ donation. This was underlined by a recent study carried out in Birmingham, 7 in which 60% of muslims, from a wide variety of ethnic backgrounds, said that organ donation was contrary to their faith, when it is not. This suggests that written leaflets alone may be ineffective and that other methods of engagement need to be found.
13.7 in order to achieve better engagement on organ donation with members of faith and belief groups in the future, it will be important to continue the dialogue that has begun with these interviews. a multifaceted communications strategy is essential.
The Taskforce strongly recommends that the programme delivery Board builds on the foundations of the interviews with faith and belief groups, reported in annex m, to ensure that the valuable dialogue that was established is maintained.
While the majority of faith and belief groups interviewed were positive about organ donation, most were opposed to the introduction of an opt out system. all set considerable store by personal choice, and many did not see a failure to opt out as the equivalent of a choice to donate.
COMMuNICATIONS rEQuIrEMENTS
WErE AN OPT OuT SySTEM TO bE INTrODuCED 14 14.1 Were an opt out system to be introduced, a communications strategy would need to be devised to ensure that all those people who wished to opt out entirely, or to opt out of the donation of particular organs or tissues, knew how to do so. in addition, communications would be needed to outline arrangements for special groups such as children, those lacking capacity and visitors to the uK. consideration would need to be given to the information needs of ethnic minorities, those with english as a second language, and hard-to-reach groups, such as the homeless. The media campaign would need to be extensive both in its use of different forms of media and in its duration (over at least two years, prior to and after enactment of legislation). such a campaign would require considerable resource (at least £45 million initially, with further reminder campaigns every few years and as new transplants become possible). The effectiveness of this campaign would need to be evaluated on a regular basis to identify any deficiencies. a lack of information would disadvantage those who wished to opt out but did not know how to do so. This might conceivably lead to legal challenge in the future.
14.2 of concern is the fact that communications would necessarily involve highlighting the negative aspects of donation rather than the positive. The consequence might be an unintended increase in the opt out rate beyond that anticipated. The Taskforce was concerned that if an opt out system were run with a strong societal message in favour of donation, people might feel reluctant to record an opt out, fearing that it would make them subject to unequal healthcare if they became ill. a consequence of a poorly executed or resourced campaign might be inclusion of those who did not wish to donate among those presumed to have consented.
changing to an opt out system would require a complex, extensive and well resourced communications strategy using a wide range of media outlets. By concentrating on negative aspects of donation, the numbers opting out might increase.
14.3
Trust is central to confidence in the organ donation system, no matter what the legal status of the consent system. The communications Working group considered there to be several conflagratory issues that have the potential to inflict major damage on confidence in a system where consent is presumed:
• those relating to equity and opt out;
• inadvertent removal of organs of those who had opted out;
• stories about body snatching by the state if there was a case in which futility of care became an issue of dispute between a family and the clinical staff caring for their relative; and finally
• headlines if there was a breach or loss of data on the odr.
as the case in france detailed in paragraph 11.5 demonstrates, a single incident is enough to produce a major dent in confidence if that case attracts sufficient media interest, even where there is no actual breach of either the law or professional practice guidelines.
14.4 a strong message from the deliberative events was that few people were aware of organ donor promotion, while all were aware of campaigns promoting blood donation. many were concerned that organ donation was not given as high a profile as blood donation. it is difficult to make direct comparisons since, unlike organ donation, the promotion of blood donation is about motivating people to donate on a regular basis over a period of time. however, it is worth noting that currently annual
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The poTenTial impacT of an opT ouT sysTem for organ donaTion in The uK expenditure on publicity relating to blood donation is at least three times the £900,000 spent on organ donation promotion in england.
14.5
The communications Working group also considered the communications implications of the key messages arising from the deliberative events, regardless of the legal system for consent in place. These were:
• dispel myths about organ donation;
• encourage early discussion about donation;
• provide sufficient accessible information to make an informed choice;
• ensure that the registration system is easy to access, regularly updated, confirmed and secure; and
• respect the views of the individual but do not ignore families.
14.6 There is clearly considerable scope for communications work in respect of the first three items above. The communications aim should be to make donation usual -not unusual -so that every family expects to be asked about donation as a routine part of end-of-life care and has confidence in the integrity of the donation system.
14.7 it is interesting that 25% of those currently on the odr have been recruited through the driving licence application form; there is clearly considerable scope for extending this sort of initiative to applications for other government documents, for instance passport renewals. The recently announced initiative in the us state of new Jersey (the 'new Jersey hero act', s755/ a2083), which would make opting in or out a requirement of driving licence renewal, was noted. The Boots advantage card (which asks about organ donation) was mentioned often at the deliberative events. since the uK Transplant partnership with Boots began in July 2000, over 1 million advantage cardholders have opted to join the odr (this is over 6% of those currently on the register). other commercial partnerships should be sought that would raise awareness of the importance of registration.
14.8 The communications Working group was struck by the numbers that have been quoted several times in this report:
• permission for organ donation is given by families in 90% of cases where the deceased has registered on the odr.
• only 25% of the population is registered on the odr, compared with the 65% or more who say they support donation.
The public engagement work undertaken suggests that numbers on the odr could be increased at a relatively modest cost through a more extensive publicity and engagement programme, perhaps akin to that for blood donation.
14.9 a key message, identified by both Taskforce members and members of the public, is the need to encourage people to let their family and friends know their wishes in relation to organ donation. The Taskforce is therefore pleased to note that the draft nhs constitution includes making those closest to you aware of your wishes about organ donation in its proposed patient responsibilities, as something we can all do to help the nhs carry out its work more effectively. We are also pleased that the Welsh assembly government has sponsored an organ donation awareness-raising campaign called 'donate Wales: Tell a loved one'. The main thrust of the campaign is to encourage people to firstly discuss organ donation intentions with loved ones, and secondly to register as an organ donor.
given that 90% of organ donations are approved if a person's name is on the organ donor register, there is a substantial opportunity within the current legal system to drive up donor numbers through increased awareness of, and registration on, the register.
14.10
The communications Working group concentrated on communications involving the public, but communications strategies also need to be developed for a wide range of other groups, such as intensive care clinicians, donor co-ordinators, gps and coroners. implementation of the recommendations in the Taskforce's first report to improve training for clinical staff, and to develop guidelines for coroners, will be a vital part of addressing this.
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CONCLuSION 15.1 The raising of presumed consent by the prime minister, the chief medical officer for england, health ministers across the uK, the British medical association and others, all of whom have a common commitment to improving organ donor numbers, has had a very positive impact. it has raised the profile of organ donation, to its benefit, and has led to a thorough review of the evidence base. a significant opportunity to engage with faith leaders on organ donation has been created, and this has led not only to the emergence of some important insights that could make a considerable difference to communities that are currently disadvantaged, but has also laid a firm foundation for future engagement activity with those communities.
15.2
The Taskforce's members came to this review of presumed consent with an open mind, with many sympathetic to the view that presumed consent seems an obvious step forward. however, the more the Taskforce examined the evidence, the less obvious the benefit, and the more multifaceted and multidimensional the issue of increasing donor numbers was revealed to be. it became clear that what appears to be a simple idea to increase numbers may not in fact generate additional donors in sufficient numbers to justify the significant investment needed to put a new system in place. moreover, there are risks in going down the opt out route which could impact negatively on organ donation. The Taskforce reached a clear consensus in their recommendation that an opt out system should not be introduced in the uK at the present time.
Taskforce members had a wide range of views at the outset. however, after examining the evidence, the Taskforce reached a clear consensus in recommending that an opt out system should not be introduced in the uK at the present time. The Taskforce concluded that such a system has the potential to undermine the concept of donation as a gift, to erode trust in nhs professionals and the government, and negatively impact on organ donation numbers. it would distract attention away from essential improvements to systems and infrastructure and from the urgent need to improve public awareness and understanding of organ donation. furthermore, it would be challenging and costly to implement successfully. most compelling of all, we found no convincing evidence that it would deliver significant increases in the number of donated organs.
15.3 during the next five years, major changes will be made to the transplant infrastructure as the 14 recommendations of the Taskforce contained in its report organs for Transplants are implemented by the programme delivery Board. The Taskforce strongly believes that successful implementation will deliver a 50% increase in organ donor numbers within five years (i.e. by 2013). initial progress will be slow while the new training and systems are put in place, with the major increase in numbers being expected towards the end of this period.
15.4
The Taskforce has been greatly encouraged by the successes achieved by innovative practice since its first report was published. examples of this include the following:
• in royal Bolton hospital nhs foundation Trust, the liverpool care pathway for the dying patient includes organ donation as a step in the pathway. a 100% referral rate has been achieved by ensuring that donation is considered as a routine part of end-of-life care. it is worth noting that the Trust
Board produced a positive statement on donation which is displayed Trust-wide in support of this activity. increasing organ donation needs a commitment of support from everyone, not just from donor co-ordinators.
• another approach has been initiated by the university hospitals Birmingham nhs foundation Trust. using clinical triggers as minimum notification criteria for referral, 100% of patients diagnosed as brain stem dead at university hospitals Birmingham were referred to the in-house donor co-ordinator and all families were approached.
• The in-house donor co-ordinator model for donor transplant co-ordinators has now been introduced in the uK by nhs Blood and Transplant's directorate of donor care and co-ordination. The strategy is based on international literature regarding donation and practice in both spain and the usa and is part of the structure that allows the early referral of all possible donors to trained donor personnel so that efforts at all levels in the hospital can be co-ordinated to best support the possibility of consent and donation. it also enables contact with potential donor families before the subject of donation is broached, which supports the building of trust and better meets the needs of all families of potential donors. data obtained from the potential donor audit over the four-year period from april 2003 to march 2007 demonstrates the effectiveness of this strategy: an increase in the conversion of potential donors into actual donors from 45.3% to 48.1% has already been seen. 15.5 These developments do not mean that the Taskforce is complacent about the current situation. it is clear that there is considerable work to be done in increasing the numbers registered with the odr. some suggestions have already been outlined. While additional resource may be required to augment that currently spent on promoting the odr, it is likely to be significantly less than that required to implement a change in legislation, and is less risky in terms of alienating public opinion.
The Taskforce recommends that the government considers working with nhs Blood and Transplant to agree target increases in numbers on the organ donor register and a suitably expanded budget for promotion of the register.
The Taskforce recommends that, in developing a strategy for raising awareness and addressing misunderstanding about organ donation, the programme delivery Board builds on the evidence from members of the public contained in the report at annex J.
15.6 a clear message from participants in the deliberative events is that people who want to be donors feel very strongly that their wish should be carried out wherever possible. This suggests that when a patient dies in appropriate circumstances, all families should be given the opportunity to have a discussion with a trained donor co-ordinator. We recognise that there are some legal issues on which clinicians are unclear -such as the weight that can be given to a decision by an individual to place their name on the
